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Pursuant to the directives of the response filed 6/13/08, claims 1, 9, 14-16, 18 have 
been amended. Claims 1, 9-19, 26 remain pending. 

Applicants' arguments filed 6/13/08 have been considered and found persuasive in part. 
The previously imposed prior art rejections are withdrawn. 

Claims 1, 9, 16-19 are examined in this Office action; claims 10-15 & 26 are 
withdrawn. 

Claims 1, 9, 16, 18, 19 are rejected; claim 17 is objected to because of its dependence 
on a rejected claim. 

x 

The following is a quotation of the first paragraph of 35 U.S. C. § 1 12: 

The specification shall contain a written description of the invention, and of the manner and process 
of making and using it in such full, clear, concise and exact terms as to enable any person skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and use the same and 
shall set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1, 9, 16, 18, 19 are rejected under 35 U.S.C. §112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as to 
enable one skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention. 

Claim 1 makes reference to diseases in which "increased cell division occurs". The 
questions that arise are: (a) what diseases are encompassed by claim 1, and (b) for which 
diseases, is treatment (of the same) enabled? 
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As it happens, diseases in which "increased cell division occurs" would include 

bacterial infections, parasite infections, and fungal infections. Thus, claim 1 

implicitly implies that the following diseases can be successfully treated: 

Anthrax, Bovine Spongiform, Encephalopathy (BSE), Chicken Pox, Cholera, 
Conjunctivitis, Creutzfeldt- Jakob Disease, Polio, Nosocomial Infections, Otitis 
Media, Pelvic Inflammatory disease, Plague, Pneumonia, Dengue Fever, 
Elephantiasis, Encephalitis, Fifth's Disease, Rabies, Rheumatic Fever, Roseola, 
Rubella, Sexually Transmitted diseases, Helicobacter Pylori, Smallpox, Strep 
Throat, septicemia, sickle cell anemia, ulcers, Tetanus, Toxic Shock Syndrome, 
Lassa Fever, Leprosy, Lyme Disease, Typhoid Fever, Measles, Meningitis, 
Trachoma, Toxoplasmosis, Tuberculosis, Whooping Cough, Yellow Fever and 
Candida. 

Furthermore, numerous inflammatory conditions would be encompassed. One 
characteristic of inflammatory conditions is an "increased" level of T-cell proliferation. 
Numerous agents have been proposed (in the prior art) to be effective in the treatment of 
various inflammatory disorders by virtue of their tendency to inhibit this proliferation. 
Then there is the matter of acromegaly/gigantism, due to excess production of 
somatotropin. Here too, "increased cell division" is occurring. 

Applicants have shown that the "HXP peptide" (paragraph 0226, page 35) can inhibit 
proliferation of leukemia cells. Also shown (e.g., figure 1 1) is some propensity of a 
peptide of the invention to inhibit growth of cancerous cells present in the skin, colon, 
pancreas, kidney, breast, lung, bladder, prostate, cervix, ovary and stomach. But even 
if one were to accept the proposition that the claims are enabled for treating any form of 
cancer, the claims are not limited to such. 



Application Number: 10/538,723 Page 4 

Art Unit: 1654 

As stated in Ex parte Forman (230 USPQ 546, 1986) and In re Wands (8 USPQ2d 
1400, Fed. Cir., 1988) the factors to consider in evaluating the need (or absence of need) 
for "undue experimentation" are the following: quantity of experimentation necessary, 
amount of direction or guidance presented, presence or absence of working examples, 
nature of the invention, state of the prior art, relative skill of those in that art, 
predictability or unpredictability of the art, and breadth of the claims. 

Thus, "undue experimentation" would be required to treat infectious diseases, 
inflammatory diseases, or diseases due to excess production of somatotropin 

x 

Claims 18-19 are rejected under 35 U.S.C. §112 second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

• In claim 19, the term "PBX" may be used if accompanied by an explanation of what 
this term means (presumably, pre-B-cell transformation related gene). 

• In claims 18-19, the phrase "said cells" lacks antecedent basis. In the case of claim 
18, perhaps the following would constitute one solution: 

The method according to claim 1 wherein the increased cell division is occurring in 
cells which express one or more Hox genes. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to David Lukton whose telephone number is 571-272-0952. 
The examiner can normally be reached Monday-Friday from 9:30 to 6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Cecilia Tsang, can be reached at (571)272-0562. The fax number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 571-272-1600. 

/David Lukton/ 
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